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41. (New) A kit according to Claim 40, wherein the kit is 
biocompatible. 



42. (New) A kit according to Claim 40. wherein the kit is^ 
bioresorbable. 



43\ ( New) A kit according to Claim 40, wherein kit is non-toxic. 




Remarks 

Applicant appreciates the thorough examination of the present 
application as evidenced'^by the Office Action nj^led May 21, 2002. Claims 1- 
39 are pending in the pres^i^it application. Aof^cant has added new Claims 
40-43. Support for new Claims 40-43 can be found in the claims and in the 
present application at page 7. lines 5-1 l/among other places. Applicant has 



1 



cancelled Claim 36 for the purpose\rrewriting. Applicant has also cancelled 

A 

Claim 38. Applicant has also tak^ this opportunity to amend the specification 
to correct a typographical error>on page\ line 28. 

Claims 26-34 and 3^tand rejected^under 35 U.S.C. § 112, second 
paragraph. Claim 38 is objected to under 37^C.F.R. § 1.75(c). Claims 1. 2, 4- 
10, 12. 13, 17, 18, 2Z^and 36 stand rejected urWr 35 U.S.C. § 103. Claims 
1, 3, 11. 14-16, 21y22. 36. 37, and 39 stand reject^ under 35 U.S.C. § 103. 
Claims 1, 19, an)/20 stand rejected under 35 U.S.C^§ 103. Claims 23-35 
stand rejectedojnder 35 U.S.C. § 103. 

Applicant addresses each of these objections or rejections below 
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Claim Rejections Under 35 U.S.C. S 112, Second Paragraph 

Claims 26-34 and 38 stand rejected under 35 U.S.C. § 1 12, second 
paragraph, as being indefinite. Applicant has amended Claim 23 to include a 
recitation that refers to "a composition," thus, providing antecedent basjs for 
"said cornposition" and "the composition" recited in Claims 26-34. Apiended 
Claim 23 also sets forth steps involved in the method of using the composition 
recited in the^claims. Applicant has cancelled Claim 38. Applic 
respectfully su^rnits that these claim amendments are supported by the 
application as filedyand respectfully request entry thereof. / 



Accordingly, A|:^licant respectfully requests that the rejection of Claims 
Claims 26-34 and 38 un<Jer 35 U.S.C. § 1 12, second p^aragraph, be 
withdrawn. 



II. Claim Obiections 

Claim 38 is objected to under 37 C.F.Rf! § 1 .75(c). As stated above, 
Applicant has cancelled Claim 38, a^d^ampnded Claim 23 recites steps 
involved in the method of using the conrWosition as recited in the present 
claims. Therefore, Applicant respectfi^lly rec|uests that this objection be 
withdrawn. 



III. Claim Reiections Under'^S U.S.C. S 10; 

A. Claims 1, 2, 4-1i), 12, 13, 17, 18, 22\and 36 are patentable 
under 35 U.S^.§ 103 

Claims 1,2, 4-10, 12, 13, 17, 18, 22, and 36 stand rejected under 35 
U.S.C. § 103(a) as beina'unpatentable over U.S. PatenfNo. 5,258,175 to 
Davies (Davies). Morp^specifically, at page 3, the Action states that "it would 
have been obvious to one of ordinary skill in this art at the time the invention 
was made havino^e Davies patent before him to obtain the clamed 
composition in^iew of the closely related structure of the dextrin^derivative 
and similar cpmponents present in the composition." Applicant respectfully 
traverses this rejection. 
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In order to establish a prima facie case of obviousness, three basic 
criteria\nust be met. See M.P.E.P. § 2143. First, the prior art reference or 
combination of references must teach or suggest all the claim limitations. See 
In re Wilson^65 U.S.P.Q. 494 (C.C.PA 1970). Second, there must te^ 
some suggestion or motivation, either in the references themselves orin the 
knowledge generally available to one of ordinary skill in the art, to modify the 
reference or to connbine reference teachings in order to arrive at/the claimed 
invention. See In ri^etiken 24 U.S.P.Q.2d 1443. 1446 (FedyCir. 1992); In re 
Fine, 837 F.2d at 1074;^n re Skinner, 2 U.S.P.Q.2d 1788. 1^90 (Bd. Pat. App. 
& Int. 1986). Third, theredmust be a reasonable expectatjpn of success. See 
M.P.E.P. §2143. \ 

In the present case, the Action has not establphed a prima facie case 
of obviousness. Davies proposes a dextrin derivative, in which a proportion of 
the hydroxy! groups in the dextria derivative hav^ been replaced by strongly 



acidic groups, wherein the dextrin de? Vi;<*ive i^^useful in treatment of 
poisoning or drug overdose. See Absta Jt 

Applicant submits that Davies doesrnot teach or suggest all the claim 
elements of the present invention. UnljKe Davies. the present invention is 
directed toward a polysaccharide de^rin useful for preventing or reducing the 
incidence of adhesions in or assoi^ted wit^a^body cavity as recited in Claim 
1 . Thus, the present invention i^irected towai^ a dextrin derivative 
specifically formulated for use for a biologically distinct process. 

Applicant further subnints that Davies does not provide sufficient 
motivation to modify its teachings to arrive at the pr^ent invention. Where 
Davies proposes a dextpin derivative fomiulated for the^treatment of poisoning 
or drug overdose, onp skilled in the art would not be motKr^ted to use the 
proposed dextrin^erivative of Davies as a composition useful for preventing 
or reducing the^incidence of adhesions in or associated with a^^ody cavity as 
recited in Claim 1. Moreover, in view of the lack of teaching or suggestion, 
Applicants submit that Davies does not provide a reasonable expectation of 
success of arriving at the present invention. Accordingly. Davies does not 




In re: Brown 

Serial No.: 09/700,057 

Filed: February 5. 2001 

Pages 



teach or suggest all the claim elements of the present invention, does not 
preside sufficient motivation to modify its teachings to arrive at the present 
inverrtion, and does not provide a reasonable expectation of success of 

arriving at the present invention. Thus. Davies does not render the pre 

\ 

inventioaobvious under 35 U.S.C. § 103. 



Claims 1, 3, 11, 14-16, 21, 22, 36, 37, and 39 are patentable 
under 35 U.S.C. §103 / 





Claims 1,^3, 11. 14-16. 21. 22. 36. 37, and 39 stand rejected under 35 
U.S.C. § 103(a) as\being unpatentable over U.S. Patent Na 5.587.175 to 
Viegas et al. (Viegas^et al.). More specifically, the Actiop^tates at page 4. "it 

would have been obvious to one of ordinary skill in this art at the time the 

\ 7 
invention was made having the Viegas patent befope him to obtain the 

claimed composition in vie\A^f the closely relatepstructure of the dextrin 

derivative and similar components present in tt/ie composition." Applicant 

respectfully traverses this rejectjon. 

Applicant respectfully submits that Viegas et al. does not teach or 

suggest all the claim elements of tlt^present invention, does not provide 

sufficient motivation to modify its teachings to arrive at the present invention. 

and does not provide a reasonable exp^tation of success of arriving at the 

present invention, as required to ^tablisl\a prima facie case of obviousness 

under 35 U.S.C. § 103. 

Viegas et al. proposesin aqueous phVmaceutical vehicle comprising 

representative film forming ^lymers that include, but are not limited to 

polydextrose. cyclodextrh?(\ maltodextrin. dextran>and polydextrose. See Col. 

6. lines 33-35. Howevp, Viegas does not teach orsuggest a composition for 

preventing or reducuiig the incidence of adhesions '\rvor associated with a 

body cavity compjplsing an aqueous fomiulation containing the polvsaccharide 

dextrin in an aarount effective to prevent or reduce such adhesions, wherein 

the dextrin certains more than 15% of polymers with a degree of 

polvmeri^ation (DP) greater than 12 and acts as an osmotic agent to maintain 




5h a prin 

\ 
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sa volume of the aqueous formulation in the body cavity serving to separati 




tis^es which othenvise may adhere to each other as recited in Claim 
Vieg^ et al. also does not suggest modification of its teachings to apnve at 
the present invention. Thus, where Viegas et al. fails to teach or suggest all 
the claim elements of the present invention and fails to sugges)miodification 
of its teaching to arrive at the present invention, Viegas et^ does not render 
the present invention obvious under 35 U.S.C. § 103. 



0. Claim^, 19, and 20 are patentable yhder 35 U.S.C. §103 

Claims 1, 19, an^20 stand rejected under;Zf5 U.S.C. §103(a) as being 
unpatentable over U.S. Patent No. 5.230,933 to4pfeld et al. (Apfeld et al.). 
More specifically, at page S^the Action state^it would have been obvious to 
one of ordinary skill in this arl^^the time th/e invention was made having the 
Apfeld patent before him to obtaifi^the claimed composition in view of the 
closely related structure of the dextrin derivative and similar components 
present in the composition." Applicar/s respectfully traverse this rejection. 

Apfeld et al. proposes "a no^l ac^ resistant release coated food 

casing. The invention is particul^ny usefuf^ith acidic casings, particularly 

tubular nonfibrous casings adaclted for processing foodstuffs such as 

sausages especially frankfurters." Col. 5. lin^33-37. Additionally. Apfeld et 

al. proposes the following: / 

The peelina^omposition according tathe present 
invention comprises a mixture of a water-soluble cellulose ether 
such as carbo)^ethylcellulose with a dextrinXPreferably such 
composition will also include lecithin and to faciWe fomnation of 
self-sustainu;ig. deshirrable, shirred sticks of casing will also 
preferably contain an anti-pleat lock agent, such asuan oil. and a 
surfactar^-T Other ingredients may also be utilized e^g. in shirring 
solutioi^. Typically employed casing additives are kn^wn to the 
art and'may include, for example, humectants, antimycotico, 
luk^pnts and antioxidants. \^ 

Col. 4. lines 33-48. Thus, Apfeld et al. clearly does not teach or suggest a 

/, \ 
composition for preventing or reducing the incidence of adhesions in or 

^ \ 
associated with a body cavity comprising an aqueous fonnulation containing 
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^^polysaccharide dextrin in an amount effective to prevent or reduce such 
adhesions, wherein the dextrin contains more than 15% of polymers with a 
degree^f polymerization (DP) greater than 12 and acts as an osmotic agent 
to maintam a volume of the aqueous fomiulation in the body cavity servjng to 
separate tissues which otherwise may adhere to each other as recitejnn 
Claim 1. \ 

Moreover Apfeld et al. does not provide sufficient motivatjon to arrive 
at the present inv^tion. Applicant respectfully submits that cme skilled in the 
art would not be motjvated to use a composition of Apfeld e^l. specifically 
fomnulated for food casJng as a composition for preventing/or reducing the 
incidence of adhesions i\or associated with a body cavtty comprising an 
aqueous formulation containing the polysaccharide de^rin in an amount 
effective to prevent or reduce^ch adhesions as recited in Claim 1. 
Additionally, in view of the lack ofguidance associated with Apfeld et a!., 
Applicant submits that Apfeld et al>^es not provide a reasonable expectation 
of success of arriving at the present iWention^s recited in Claim 1 . Thus, 
Apfeld et al. does not render the presen^in\jpntion obvious under 35 U.S.C. § 
103. 

D. Claims 23-35 are patentai3ie\inder 35 U.S.C. § 103 

Claims 23-35 stand rejected under 35 LkS.C. § 103(a) as being 
unpatentable over Viegas et al. in vj^ew of U.S. F^ent No. 4,886,789 to Milner 
(Milner). More specifically, the ^lon reiterates th\xharacterization of Viegas 
et al., and states at page 6, tha^/*it would have been obvious to one skilled in 
the art at the time the invention was made to prevent acthesion of organs 
during the healing proces^s disclosed in the Viegas pat^t by applying the 
dextrin to the peritoneaLoavity in view of the recognition in tl^ art, as 
suggested in the Milnpr patent, that dextrin does not pass frorh the abdominal 
cavity through the^peritoneal membrane and thus does not cause a rapid drop 
in the osmotic pressure." Applicants respectfully traverse this rejection. 

Contrary to the assertions of the Action, Viegas et al., alone or in 
combination with Milner, does not teach or suggest the present invention and 
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3 a glucose polymer mixture, vyherein the mixture 
weight of glucose polymers having a DP greater than 



does not provide a reasonable expectation of success of arriving at the 
present invention. As stated above. Viegas et al. does not propose a 
composition comprising an aqueous formulation containing the ^ 
polysaccharide dextrin in an amount effective to prevent or reduce such 
adhesions, wherein the dextrin contains more than 15% of polyme):swith a 
degree of |)olymerization (DP) greater than 12 and acts as an osmotic agent 
to maintain a. volume of the aqueous fonnulation in the body cavity serving to 
separate tissues which otherwise may adhere to each other^s recited in 
Claim 1. Milnerris directed to a peritoneal dialysis compo;Bition containing an 
osmotic agent com 
includes at least 15^0 
1 2. See Abstract. Thuk Milner also does not recite/^ a composition for 
preventing or reducing thesJncidence of adhesion/in or associated with a 
body cavity comprising an aqueous fomiulationicontatning the polysaccharide 
dextrin in an amount effective to prevent or raauce such adhesions as re tiitd 
in Claim 1. Applicants submit th^even if cf<mbined. these references do nut 
teach or suggest the present invention directed to a composition comprising, 
inter alia, an aqueous formulation containing the polysaccharide dextrin as 

recited in Claim 1. Milner's proposal related to a peritoneal dialysis 

/ \ 

composition comprising a glucose polymer mixture does not supply the 
missing recitations necessary to amve at the composition for preventing or 
reducing the incidence of adhesipns in or ass^iated with a body cavity 
comprising an aqueous fomnulaftion containing the polysaccharide dextrin in 
an amount effective to preverit or reduce such ad^\esions as recited in Claim 
1 . Accordingly, Applicant respectfully submits thatX^gas et al., alone or in 
combination with Milner, does not render the present invention obvious under 
35U.S.C.§103. 

For at least th^%regoing reasons. Applicant resp^rtfully submits that 
the Action fails to establish a prima facie case of obviousness under 35 



U.S.C. § 103^^d requests that this rejection be withdrawn. 
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IV. Conclusion 

In view of the foregoing remarks, Applicant respectfully requests thaXall 
ol^tstanding rejections to the claims be withdrawn and that a Notice of 
Allowance be issued in due course. Any questions that the Examinep^ay 
have should be directed to the undersigned, who may be reachedy^ (919) 
854-1 400> 

Respectfully subnr(itted. 



Kenneth Df Sibley 
Registration No. 



20792 
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Version With Markings To Show Changes Made 

IrKthe Specification : 

Please replace the paragraph at page 1, line 21 through p^^ge 2. line 3 
with tfte following replacement paragraph: 

-\W0 92/21354 describes a surgical adhesion as the/attachment of 
organs or tl^ues to each other through scar tissue. A formation of scar tissue 
is described a^a nomnal sequel to surgery or other tissue/injury and is 
required for proper wound healing. In some cases, however, the scar tissue 
overgrows the intended region and creates surgical adnesions. These scar 
tissue surgical adhesions restrict the normal mobility/4nd function of affected 
body parts. The inventio^disclosed in WP 92/21 3S4 is based on the 
discovery that anionic polymers effectively inhibiUnvasion of cells associated 
with detrimental healing processes, ie, fibrosis, smd [scaring] scanning. In 
particular, certain inhibitory anioK;)ic polymers are useful to inhibit fibroblast 
invasion, thus regulating the healin^proces^nd preventing fibrosis. Anionic 
polymers specified in WO 92/21354 iriclude^dextran sulfate, pentosan 
polysulfate as well as natural proteoglycans, or the glycosaminoglycan 
moieties of proteoglycans, including deimatan sulfate, chondroitin sulfate, 
keratan sulfate, heparan sulfate, hepann and alginate. - 



In the Claims: 

Please amend the following claimsf: 

22. (Amended) A composition according td^Claim 1 which further 
comprises [includes] a comp(5und selected from the group consisting of [one 



or more of the following compounds,] glycosolaminoglvcan, an antibiotic 
agent, prostacyclin or an analogue thereof, a fibrinolytic agent or an analogue 
thereof, an anti-inflammaftory agent or an analogue thereof, dpxtrin sulphate 
and[/or] methylene b\/e. 



23. (/yiended) A method of preventing or reducing the^ncidence of 
adhesions if>or associated with a body cavity, comprising [which comprises] 
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introdufckig into the body cavity a composition comprising an aqueous 
formulation futther comprising a [containing the] polysaccharide dextrip^n an 
amount effective to prej(ent or reduce the incidence of such adhesipns, 
wherein the dextrin comprisfesw tcontainsl more than 15% of oplymers with a 
degree of polymerization (DP) grMt^han 12 and acts as^n osmotic agent 
to maintain a volume of the aqueous formulation irvthB body cavity serving to 
separate tissues which othenA/ise may adheri^^ach other. 



